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I n t r od uc e d by Sen. LAVALLE -­ read t wi c e and o rde red p r i nted , a nd when 
p r i n ted t o b e c omm i t ted t o the Commi t tee on Health 

AN ACT to a me nd the p ub l i c hea l th law, i n relati on to t he wa iver of 
certa i n c l in ica l l a boratory tes ts from the c lin ical labora to ry permit 
r equi rements; a nd t o a mend t he e d uc at i on law , i n r e lat ion t o t he 
l icensure o f cl i n ica l l aborat o r y p ract it ioners 

The Peo Ie of the St~te of New York, rep-resented in Senate and Assem­
bly, do enact as follows: 

1 Sec t ion 1 . Th e open i ng parag raph of section 500 o f the pub lic hea l th 
2 l a w i s d e sign ated subd ivis ion 1 a nd a new s ubdivis ion 2 i s added t o read 
3 a s fo l lows : 
4 2. The commissioner shall create within the Wadsworth center for labo­
5 ratories and research a master of science degree program, subject to 
6 registration with the dep.artment ~ f educatio~-.i:n Jol]e .fi e l d of laborato­
7 ry science for the purpose of conferring a master of clinical laboratory 
8 ~ci ence s degree. 
9 § 2. Section 57 1 o f the p ub l ic heal t h l a w is amended by add ing fi ve 

1 0 new subdivis ions 5, 6 , 7 , Band 9 t o re a d a s f o l lows : 
11 5. "Waived test" .means a clinical laborato test that has been desig-= 
12 nated as a waived test or is otherwise subject to certificate of waiver 
1 3 requirements pursuant to the federal clinical laboratory i~provement act 
1 4 of nineteen hundred eighty-eight, as amended. 
15 6_. "State-waived test" means a clinical laborato!=y procedure that is 
1 6 not subject to the re irements of the federal clinical laborato!=y 
17 improvement act of nineteen hundred eighty-eight, as amended, and which 
18 the comm~~~ioner has determined can be performed accurately and reliably 
1 9 in a setting that meets the standards set forth in subdivision three of 
2 0 secj:ion five.. hundred s eventy-nin~ of this title . 
21 ~O'1:! a l i f i ed health c are rofessional" means a -Ehys':!:.9.:i:.,,!I].,. denti ~~.h 

22 podiatrist, physician a s s i s t a n t , specialist assistant, nurse practition­
23 er, respiratory therapist, respiratory t~erapy technician or certifi e d 

EXPLANATION - -Ma t te r i n italics (u nderscored) i s ne w; matter in brackets 
[-J i s ol d law to be omitt e d. 

LBD1l 6 3 9- 01- 7 

5/3/2007 http://public .leginfo .state.ny.us/bstfrmef.cgi 



RETRlEVE BILL page L or 0 

S . 5 564 2 

1 midwife, who is licensed and registered with the state education depart­
2 ment . 
3 8. "Proyider-performed microsco'p~rocedure" me a ns a procedure 
4 performed by a qualified health care professional acting within the 
5 s90pe _of his or her licen~ed profession, which has~een de~ignated as ~ 

6 provider-performed microscopy procedure pursuant to the federal clinical 
7 laboratory improvement act of nineteen hundred eighty-eight, as amended . 
8 9 . "Labo r ato t es t registrant" means a e r s o n ,_ artnershj.E.1 corpo­
9 ration, or other entity holding a valid certificate of registration to 

10 pe~form one or more waived tests, state-waived tests or provider-per­
11 formed microscopy procedures pursuant to section five hundred seventy­
12 nine of this title. 
13 § 3 . Sec t ion 5 79 o f the public health law i s amend e d by adding a new 
14 s ubdi v i s i o n 3 t o r ead a s f o l lows : 
1 5 3. (a) This title shall not be applicable to any person, partnership, 
1 6 corporation or other entity performing any waived test, state-waived 
17 test or provider-performed microscopy procedure, provided such person, 
18 partnershi £ J co oration-9~~th~r le~l entity_: ( i ) holds a valid 
19 certificate of registration issued by the department authorizing the 
20 performance ~f ~n~ Qr more waived tests, state-waived tests or provi­
2 1 der-performed microscopy procedures; and (ii) only performs tests 
2 2 authorized by the certificate of registration; and (iii) otherwise 
2 3 complies with all ~'ppl i c abl e re~irements of this subdivision. 
24 (b) The department may issue a certificate of registration for a peri­
25 od of up to two years if the applicant: (i) files a completed applica­
2 6 tion with the department on such forms as the commissioner may 
27 prescribe; (ii) provides documentation acceptable to the department 
2 8 demonstratin the abilit to comp~y with t h e requir~ments of this subd~= 

2 9 vision; and (iii) pays a two hundred dollar biennial registration fee 
3 0 for each location where services are rendered, except ~hat the following 
3 1 may operate multiple locations under a single registration and pay a 
32 single registration fee: (A) not-for-profit, state or local government 
33 laboratories orpr~gralll~. en .a g e d i:.~ l ,i~i t.§~ P ':lP-hic heal~testing not 
3 4 exceeding fifteen types of tests per registration; or (B) applicants 
3 5 that maintain a fixed loca~ion in the state and are approv~d by the 
3 6 de artment to move from testi~ site to testing sit~ 

37 (c) Laboratory test registrants shall: (i) provide only the tests and 
3 8 services listed on the re istrat!on i s s u e d b the department hereunder ; 
3 9 (ii) advise the department of any change in the registrant's name, 
40 ownership, ~o£ati~~ or qualified health care professional or laboratory 
41 director desi nated to supervise test~~ithin thir~y_ days o f~u~~ 

42 change; (iii) provide the department with immediate access to all facil­
43 ~ ties t: equ,iP.m§!n!-J _ -E.,e c o r d s_, and ers_onn~ 1!.s recru.i"re~y the .d ep a!:.t!Ue n t 
4 4 to determine compliance with this subdivision; (iv) comply with all 
45 publ~c__health law and ~de ra l requirements .for reporting reportable 
46 disease s and conditions to the same extent and in the s ame manner as a 
47 clinical laboratory; (v) shall perform one or more tests as required by 
48 the de artment to determine the roficienc of th~_persons £ e r f o rm i ng 
4 9 such tests; and (vi) designate a qualified health care professional or 
5 0 gyalified individual holding a certificate of qualification pursuant to 
5 1 section fiv~hundred seve~ty-thre~of th~~ art;ic.J.e, who shall be jointl 
52 and severally responsible for: (A) establishing, approving and contin­
5 3 uousl ~ dating_policies, rocedur~~ and . ersonnel ~alifications f or 
5 4 each test employed ; (B) establishing a comprehensive quality assurance 
5 5 system which includes, but is not limited to, test selection, test qual ­
5 6 ity, laborato ..proficiency.and 'personnel corn etenc ..i.... (C) ensuring a l l 
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1 tests are performed in accordance with the manufacturers' instructions 
2 and standards of practice in laboratory medicine; (D) maintaining 
3 complete and accurate records of the tesJ:'.l?..-Eerformed including but not 
4 limited to, the patient's name, results, person performing the test, and 
5 qqality control data ; (E) ensuring that persons do not participate in 
6 diagnostic or treatment decisions using such test results unless such 
7 persons are authorized by law to do so; (F) ensuring that provider-per­
8 fo rmed micros c op rocedures a r e perfor~ed on l ~y a ~alified health 
9 care professional operating within the scope of practice for his or her 

10 p~ofession and ~s part of t h e physical examination p~rformed by such 
11 professional; and (G) complying with other applicable laws, rules and 
12 regulations. 
1 3 JQ) A certificate of regist~ation shall become void by a cha~_in the 
14 owner of the laboratory test registrant or location of testing. 
15 (e) Notwith~t~nding the foregoing, if the commissioner determines that 
1 6 the performance of a particular waived, state waived or provider-per­
1 7 formed microscopy procedure in a facility or location which does not 
1 8 possess a New York state clinical laborato~_ permit 9re~tes a risk of 
1 9 harm to the subjects of such test, the commissioner may issue an order 
2 0 prohibiting such test from being performed in any location other than a 
21 permitted clinical laboratory, physician's office or other location 
2 2 
23 

exempted by subdivision one or two of this section. 
JK) Registration under t~is s u b d i v i s i o n may be denied limited L 

24 suspended, revoked or annulled by the department upon a determination 
2 5 that a l abo r a t o r y services registrant: (i) failed to comply with the 
26 requirements of this subdivision; (ii) provided services that constitute 
27 an unwarranted risk to human health ; (iii) provided any false or 
28 misle adin information to th~~~~artment relating to registration or 
29 performing laboratory services; or (iv) has demonstrated incompetence or 
30 shown consi~tent er~~~s ~n the performance of examinations or proce­
31 dures. A registration shall not be limited, suspended, revoked or 
3 2 annulled without a hearing unless the commissioner determines that the 
33 public health, safet or welfare is in imminent danEe~~ 

34 (g) The commissioner may adopt such rules and regulations as may be 
3 5 ne ~essa~ to effectuate the pu~oses of this su~divis!on . 

36 h) Any ...-per s on, artnershiE, co:;pora1;ion or o th.e_£-~n t i ty "'performing 
37 waived tests, state-waived tests or provider-performed microscopy proce­
38 dur~ ~ i t.i:l ou t being _~u th o r i z ed to dg ~ J2!:!.~~uant----!:0 this ti tle shall be 
39 guilty of a misdemeanor and shall be fined five hundred dollars for each 
40 1;e~t perfo~~d in _violatio ~of this subdivision. 
4 1 (i All fees and fines collecte~u~suan t to this subdivision shall b~ 

42 deposited in the special revenue account established for the receipt of 
43 inspection and referenc;:.§... fees ..c_ol1§.ctE;!d pursuant ~s e c t i o n five hUI}dred 
44 seventy-six of this title. 
45 § 4. Sec t ion 5 80 o f the p ub l ic hea l th l a w i s a mende d b y addin g a n ew 
4 6 s ubd ivis i on 5 t o r e ad a s f ollows: 
47 5. Notwithstanding any inconsistent provision of the education law, 
4 8 individuals p~rformi~only waived tests J state-waived tests or rovi­
4 9 der-performed microscopy procedures in accordance with the provisions of 
50 subdivisi~n thre~ of section five hundred seventy-nine of this ti tle 
5 1 shall not be re ired to be licensed or certified as a clinical labora­
52 tory practit~oner pursuant to the education law. 
53 § 5. Subdivision 1 of se c tion 860 1 of t h e e duca t i on l a w, a s added by 
5 4 c hapt e r 75 5 o f the l a ws o f 2 0 0 4 , i s amended t o r e ad as f ollo ws: 
55 1. "C l ini c al l aborato r y t echnolog y" me an s the p e r f o r ma nc e of microbi­
56 ological, i mmunological ,_ vi rolog ica l, s e r olog ica l , c hemica l , immunohema ­
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1 tolo gi c al, h e mat o logical, biophysi ca l , [eyto~enet~gal] cytogenetic, 
2 cytologica l , pathological, genetic, or histologica l procedures and exam­
3 inations an d any o the r t est or p r oce du r e conducted b y a laborator y a s 
4 defined by t i t l e five of article five of the publ ic hea lth l a w, on mate­
S ria l derived from the human body which provides in fo rma tion fo r t he 
6 d iagnosi s , p r e v e n t i o n or trea tment of a disease or assessment of a human 
7 [mea~ea.] health condit ion. 
8 § 6 . Th e op eni n g pa ragraph o f subd i visi on 2 o f s e c t i o n 8 601 of t he 
9 education l a w, as added by chapter 7 5 5 o f the l a ws of 2004 , i s amended 

10 to re ad a s f oll o ws: 
11 A " c l i n i c a l laboratory practitioner " means c l inica l l a b o r a t o r y t e c h­
12 nologists , cytotechnologists , and clinica l laboratory techn icians , a s 
13 s uch t e rm s a r e defined in this subdivision , who [ \1o ~ l , ~n l~ e fOln il Qe e J.:i.n 

14 isal laBoratories ana] pract ice clinical laboratory techno logy in a 
15 lice~sed clinical 1 abo r a t o ry . For the p u rp o se s o f t hi s articl e , a 
16 l i c e ns e d c linica l labora tory does not include a l a b o r a t o r y operated by 
17 a n y l i cen sed physic ian , [re~iste~Qe pRys :i. e :i. an ass i stant ] midwife, 
18 dentist , podiatrist or certified nurse pract itioner who performs l a b o r a ­
19 tory tests or procedures , personal ly or through his or he r emp loyees , 
20 s olel y a s a n a djunct to t h e treatment of h is or he r own patients . 
2 1 § 7. Paragraph (b) o f subdivis ion 1 of sect ion 8605 of the education 
22 l a w, as added by c h apt er 7 55 o f t he l a ws of 20 04 , is ame nded t o read a s 
23 fo l lows : 
24 (b) Ed u c at i on: have recei ved an e ducation , including a b achelo r 's 
25 degree i n clinica l laboratory technology from a program registered by 
26 the department or determined by the department to be the substanti a l 
27 e quiva len t [ , Q~ Rage ~e e fOl a.gea]; or a bachelo r 's degree or substantial 
28 ~~iya len t t hat i nclud e s a minimum number of credit hours in the 
29 s ciences a nd [ r e geiv ee appropriate] c l i n i c al e d uc a t i o n and training 
30 received i n an accred i ted c linica l l a b o r a t o r y technology program or a 
31 p rogram to be determined b y t he d epa rtment t o b e t h e s u b s tantial equ iv­
32 alent ; 
33 § 8 . Paragraph (b) of subdivision 2 of section 8 605 of the e d u c a t ion 
34 l a w, as added by chap te r 755 of the laws of 2004 , is amended to read as 
35 fol lows : 
36 (b) Edu c at i on: h a v e recei ved a n e ducat ion , i nc l ud i n g a b achelor 's 
37 degree in cytotechnology f rom a p rogram registered by the department or 
38 determined b y t h e departmen t to be t he s ubs tant ia l equiva lent[ , sr Rane 
39 reseinee] ; or a bache lor 's degree or substantial equivalent t ha t 
40 includes a minimum numbe r o f credit hours in the s ciences and [~gsea.ugQ 

41 appropriate] c li n i c a l e d u c a t i o n and training received in an accredited 
42 cytotechnology program or a program determined by the department to be 
43 the s ubs tantia l e q u iva lent ; 
44 § 9 . Sect ion 8607 of t he education l a w, as added by chapter 755 of the 
45 laws of 2 004, i s amended to re ad a s f ol l ows : 
46 § 8607 . Special provisions . 1. Notwi thstandi ng t h e requ irements o f 
47 section eighty-six hundred f i v e and e ighty-six h u ndr ed six o f t his art i ­
48 c le , a n d fo r a period of time no t to exceed two years from the effective 
49 date o f this a rt icle , an individual may be licensed as a c linical labo ­
50 r ato r y t echno l ogy p r a ct itione r, as de fined i n s ect ion e ighty-si x hundred 
Slone of this ar tic le provided s uch person: 
52 (a) I n the c ase of c linical l a b ora to r y te c hno log is t , ha s e ither : 
53 (i) met the educationa l requirements for c l in ica l l a b o r a t o r y technolo­
54 g ist as defined in section eighty-s ix hundred fi ve of this artic le a nd 
55 h as b e e n pe rfo rming the dut ies of a clinical laboratory technologist for 
56 two of the pas t f ive years prior to the effective date of this article ; 
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1 or completed an approved bacca laurea te degree progra m i n biologica l , 
2 chemica l o r ph ysical science s fr om an accredit e d college or un ive r s i ty 
3 a nd ha s been pe r formi ng t he du t ies o f a c l i n ica l l a bo r a t o r y technologist 
4 f or two of t he pa st f ive yea rs p rior to t he ef f e ct i ve d a t e of this a rti­
5 cle ; 
6 (ii) been e n ga ge d fu l l -time i n t he education o f c li nica l l a boratory 
7 pra ct it i one r s f or t he e quival ent o f t wo of the pa s t fiv e ye a rs prior to 
8 the e ffec t ive d at e of this a r t icle; 
9 (i ii ) pe r fo rme d t he d uties of a c lin ical l a bora t ory t e c hno log i s t for 

10 at leas t fiv e years p rior t o the ef fecti ve date o f th i s ar t ic le as ve r i­
11 f i e d by [~] a director o f a c l inica l l a bo r at o r y; 
12 (i v ) bec ome pre vio u s ly qual ifi e d under othe r regulatory r equirement s 
1 3 f o r t ha t l i c e ns e or it s eq uiva len t ; [~] 

14 (v) b e come a c u rrently c erti f ied c li nical l a b ora t o r y technici an wi th a 
15 bachelo r 's d e g r e e f rom a n accredited col lege t hat i n c lude s a min imum 
16 numbe r of credit hours i n t h e sciences and fo ur yea rs of documen ted work 
17 experience a s a c l i n ica l l abo r atory t e chnician, acceptabl e t o the 
18 depa rtmen t[~] L or 
1 9 (vi) become qualified to perform the duties of a medical technologist 
20 pursuant to title five of article five of the public health law and the 
21 regulations promulgated thereunder, and competently performed the duties 
22 of a clinical laboratory technologist in a clinical laboratory prior to 
23 September first two thousand six a s verified by a director of t~e_clin= 

2 4 ical laboratory. 
25 (b) I n the case o f a clinica l labora tory t echnician , has e i t her: 
26 (i ) me t the e d u c a t i onal requ iremen ts o f a c lin ica l l a boratory t e chni ­
27 ci a n a s de f i ne d i n sec t ion ei ghty- s ix hundre d six of this a r t ic l e and 
28 pe r fo r med th e duti e s o f a c l i n ica l l a bo r a t o r y technic ian fo r two of the 
29 pa s t f ive ye ars pr i o r to the e f fect ive date of this a r ticl e ; or 
30 (ii) pe rformed the dut ies o f a cl inica l l a b o ra t o r y technici an fo r at 
31 l e a s t five years prior to the effect ive da te o f thi s a r t icle o r ha s 
32 pre viou s ly qu a lif i ed under oth er regu lato ry require ment s for s uch a 
33 certi fica t ion or s uc h cer t if ica t ion 's equiva len t . 
34 (c) I n t h e cas e o f c yt ote c hnol og is t, has either: 
35 (i) met t he educationa l r e qu i r eme n t s o f a cytotechno logi s t as de f ined 
36 i n section e ighty-s ix hundred f ive o f th i s ar t icle a nd perfo r med t he 
37 du t ies of a c ytote c hnol ogis t f o r two of th e pre v iou s fiv e ye ars pr ior t o 
38 the e ffec t ive date of th is a rt icleL 
39 (ii) performed the duties of a cytotechnologist for at least five 
40 years prio~ to the effective date of this article as verified by a 
41 director of a clinical laborato~ or 
42 (iii) h a s previously qua li f i e d under other r e gulatory r equirement s fo r 
43 such a lic en s e or s uch l i c e ns e' s equiva len t . 
44 2. For the purposes of s ubdivis ion one o f this s e c t i on, it shall be 
45 determined that the f iling o f an applica tion wi th the d e partment [ IJ~ ~~~R 

46 eRe year of ~Re 8ffee~ive ea~8] on ~~ before September first two thou­
47 sand eight s ha ll qualif y fo r p u rpos es o f s uch subd i v is ion , r e gardl ess of 
48 th e time period requi red fo r p rocess i ng s uch appl ication . 
4 9 3. The commiss i one r ma y adop t s uch r e g u l a t i on s as appropriate t o 
50 license o r certify i nd i vidu a l s who hol d va l id l icens es , ce rt if i c ati on s 
51 or the i r equivalent in another state or coun try , provided the standards 
52 f or gran ting licen s e s or cert ifi c ation s t o s uch indi vidua ls a re not l e s s 
53 than t he s tanda r ds r e quire d o f pe rsons o therw ise lic e ns e d o r certi fied 
5 4 pu r suant t o t h i s a rt ic l e. 
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1 § 10. Sect ion 8609 o f t he education l aw , as added by chapter 7 5 5 o f 
2 the laws of 2004 , subd i v ision 1 as ame nd e d by chapte r 524 of t he l aws of 
3 200 4 , is amended to read a s fo l lows : 
4 § 8609. Exempt persons. Th i s a r t i c l e shall not be construe d t o app l y 
5 to: 
6 1. the prac t ice , c o nduct , ac tivi t i e s , or services by any person 
7 licen s ed or otherwis e authorized to p ractice me dici ne wit h i n the s t a t e 
8 purs ua n t to art icle o ne hund r e d thirt y-one - B o f thi s title, o r by any 
9 person r e g i st ered t o perform serv i ces as a physicia n ass istant within 

10 the s ta te purs uant to art icle one hund red thirty-one-B o f t h i s t i t le , o r 
11 by any person li c e n s ed t o prac t ice den t i s t ry wi th in the stat e purs uan t 
12 to arti cl e one h un d r e d th irty-thr e e of t hi s ti tle, or by a ny p e r son 
13 licensed to practice podiatry wi t hi n the stat e p ursua n t to arti cl e o ne 
14 hundred f o rt y- one of thi s t i t le , o r by an y pe rson ce r t i f i ed as a nurse 
15 pract i t ioner wi thin t he s t a t e pursuant to artic le one hundred thirty­
1 6 nine o f th is t i t l e, o r by any person li c ens e d t o per form services as a 
17 resp i ra tory therap i st o r r e s pirat o r y thera p y t e chnic i a n und e r article 
1 8 one hundre d si x ty-four o f t his ti tle, o r an y perso n l i c e ns e d to practice 
1 9 midwi fery wi th in the s ta te pursuant to ar t i c l e one hundre d forty o f this 
20 title , _o r a person licensed to practice nursing pursuant to ~rticle one 
2 1 hundred thirty-nine of this title, or a person licensed to practice 
22 pursuant to article thirty-five of the public health law; p rovi ded , 
23 however, that no s uc h pers o n shall use the ti t les lice n s e d laboratory 
2 4 techno l ogist , cytot e c hn o logist , or c e r tified lab o r a t ory technician , 
25 unles s li c e ns e d or certi fied unde r this ar ticle ; o r 
26 2. c l i n ica l l a b o r atory t e chnol og y pract i t ione r s emp loyed by the Un i t e d 
27 Sta tes governmen t o r a ny bure au, divis ion , or agenc y thereo f , whi le in 
28 the d ischarge o f the e mployee 's o fficia l duties ; or 
29 3 . c linical l aborato r y t e c hnol og y p r ac t i tioners engage d in teach ing o r 
30 rese a r c h , prov ided t h a t the results o f any exa mi nat i on performed are not 
3 1 us e d in h e alth maintenanc e, d iagno s i s or treatment of dise a s e a nd are 
32 no t added to the pa t i e n t ' s p erman e n t record; or 
33 4 . stude n t s or tra i nees enro l led in approved clin ical labo r atory 
34 [6 e BA R e l e ~] science or technology education programs p rovided tha t 
35 the s e act ivi ties cons t i t ute a pa r t of a p lanned co urse in the prog r a m, 
36 t ha t the persons a re designa ted by a titl e s uch as i n t e r n, trainee , 
37 fellow or student , and t h e persons work d i r e c t l y under t he superv ision 
38 of an individual li c e nsed or exempt pursua n t t o s ubdivision s one , t wo, 
39 t h r e e and six o f this section; o r 
40 5. person s emp loy e d by a c l i n ica l laboratory t o p e r f o r m suppo rtive 
41 functions no t r ela t e d to the d i r e ct per fo r ma nce of l a b o r a t ory proc e d u r e s 
4 2 or e xami nations ; or 
43 6 . [a Qi£ee~Q£ Q£ a sliRisal labe£a~Qry] p~rs~ns~ho only-perform 
44 waived tests or state-waived tests or provider-performed microscopy 
4 5 pr~~edures as .those terms are defined in section five hundred seventy­
46 one of th~_ publ ic h e a l th Jaw ;. or 
47 7. a director of a clinical laboratory or other person holding a valid 
48 certificate of__~alification pursuant to segtion five hundred s e v e n t y= 
49 three of the public health law. 
50 § 11. Th i s a ct s h a l l take ef fec t on the thir t i et h day af t e r it sha l l 
51 have become a l a w. 
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